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Policy 

Storage of product is controlled in accordance with regulatory requirements to ensure the quality and integrity of the final product. 

A dedicated container is reserved in the support laboratory cryo storage tank for cryopreserved products received from another facility. 

All products and test vials known to be positive for infectious markers must be sealed in a secondary bag on receipt and stored under suitable conditions in the designated quarantine containers.

If the infectious disease status for a non-cryopreserved product is not known prior to receipt, the product and accompanying test vials must be sealed in a secondary bag on receipt and stored in a dedicated, lidded container. 
Cryopreserved products and test vials that have tested positive for microbial contamination must be placed in the designated quarantine containers for long term storage. 
Scope

All therapeutic products manufactured or distributed by (Insert manufacturer’s name). 

definitions

Storage: Holding a therapeutic product for processing, distribution or administration.

Responsibilities

The (Insert manufacturer’s name) Facility Director (Production Manager) is responsible for appropriate storage of products.

Manufacturing staff are responsible for the maintenance of refrigerators, freezers and cryo storage tanks.

Manufacturing staff are responsible for updating cryo tank inventories whenever products are moved into or out of a storage tank.  

Procedure

Storage Temperature

· Chilled tissue and products (e.g. haemopoietic cells, blood, heart): 

2 - 8oC in a monitored alarmed refrigerator. 

· Unchilled tissue and products (e.g. platelets): 

14 - 25oC in the monitored (Insert manufacturer’s name) support laboratory.

· Frozen products (e.g. eyedrops):

below -20oC in a monitored alarmed freezer.

· Cryopreserved products:

-196oC to -150oC in monitored alarmed cryo storage tanks.

If the storage temperature exceeds the limits, it must be recorded on the product processing and specification sheet. Causes must be investigated and actions taken recorded. 

Prior to distribution of any affected product, the medical consultant must be informed and consent for use obtained. For affected cell therapy products, viability of products shall be re-assessed prior to distribution.

Monitoring of Storage Temperature

Cryo storage tanks, refrigerators and freezers are continuously monitored and alarmed. All records are reviewed by the Scientist in Charge and kept on file.

Fresh Tissues & Products

Tissue and products may be stored chilled or unchilled prior to processing or release and distribution.

Maximum storage duration is described in the processing procedure for each tissue or product. 
If a product is known to be positive for infectious markers, or the infectious disease status is not known, seal the product and accompanying test vials in a secondary bag on receipt and store in a dedicated, lidded container at the required temperature. 
Chilled Storage

Store tissue and products in the refrigerator located in the (Insert manufacturer’s name) support laboratory.

1. Prior to Processing

· At the completion of receipt, transfer tissue and products into a new secondary plastic bag for chilled short term or overnight storage.

· Transfer the doubled bagged tissue or product to the designated product space/container within the refrigerator.

2. Prior to release and distribution

· Double bag products at the completion of processing.
· Transfer the doubled-bagged products to a designated container within the refrigerator.

Unchilled Storage

Unchilled tissue and products (e.g. platelets) are stored at room temperature in the support laboratory.

1. Prior to Processing

· Tissue and products for unchilled storage are handled as for chilled products, except that the doubled bagged tissue or products are held in a designated container within the support laboratory.

2. Prior to Release and Distribution

· Double bag products at the completion of processing.

· Transfer the doubled-bagged products to a designated container or a transport esky within the support laboratory.

Frozen Products

Some processed blood products (e.g. serum eyedrops) may be stored frozen prior to distribution.

Store frozen products in the (Insert manufacturer’s name) secured freezer, located in (Insert freezer location).

· Products for frozen storage must be double bagged and placed in a container.

· Transfer the products to the designated freezing compartment in the (Insert manufacturer’s name) freezer.

· Storage duration prior to expiry is described in the processing procedures for each product.
Cryopreserved Products

The cryopreservation procedure is documented in (Insert document title for controlled rate freezer procedure).

1. Appropriate personal protective equipment must be used, e.g. cryoprotective gloves, face-shield, apron.

2. At completion of cryopreservation, remove therapeutic products from the controlled rate freezer and store in the adjacent holding tank until all test results are available, with the exception of products and test vials known to be positive for infectious markers. 
3. Seal products and test vials known to be positive for infectious markers in secondary bags (overwrap bag). Store in the designated tank locations, as recorded on the tank inventory. 

4. Store products and test vials known to be positive for microbial contamination in the designated tank locations, as recorded on the tank inventory.

5. When accessing a cryo storage tank for longer than a few minutes, reduce the potential for ice build-up in the tank by wiping the inside of the lid and placing a towel under the lid to absorb any moisture. 

Temporary Storage of Products

1. Prior to the completion of the cryopreservation procedure, identify a product position in the holding tank from the tank inventory.

2. At completion of cryopreservation, unlock the holding tank.

3. Carefully remove products from controlled rate freezer. If required, use the large forceps.

4. Remove external metal cassettes, if required.
5. Visually check the labels. 

6. If results from infectious screening are pending, seal products and vials in an overwrap bag. 

7. Place product in pre-designated location within the holding tank.

8. Carefully remove test vials as appropriate, placing in designated boxes within vial tower. 

9. Close the tank lid and lock the tank.

10. Record location of products and vials in the holding tank inventory and initial the form. 

11. Update (Insert name of laboratory informatics software if applicable) record.
12. Products must remain in the holding tank until results from microbial contamination testing and infectious disease screening are available or authorisation for release or disposal is obtained.

Long Term Storage of Products

1. Identify an appropriate product position in the long term cryo storage tanks from the relevant tank inventory. Identify test vial locations in the same tank, as required. 

2. Unlock the holding tank and carefully transfer released products and test vials to a charged dry shipper. Temperature of dry shipper must be below -165oC.

3. Up-date and initial the holding tank inventory.

4. Transport the dry shipper to the long term storage tanks.

5. Unlock the storage tank and carefully transfer products and test vials to the designated positions.

6. Close the lid and lock the tank.

Cryopreserved Storage Inventory

1. Update the cryo inventory record in (Insert name of laboratory informatics software if applicable).
2. Record storage location of products on Tank Product Inventory and test vials on Tank Vial Inventory. 

3. Sign when making any changes to the record.

4. Rule a line through the inventory page and write the date, when starting a new inventory record page.

5. Retain superseded inventory pages in the Cryopreserved Inventory Archive File.
Cryopreserved Storage Duration

· Mesenchymal stromal cells (MSC): provisionally 5 years.

· Haemopoietic products: 7 years, after which the medical consultant is notified and clinical requirement for continued storage or disposal determined. After 12 months in storage, viability of test vials will be assessed prior to product distribution.

· Cultured Epithelial Autograft (CEA): 2 years, after which the medical consultant is notified and clinical requirement for continued storage or disposal determined. 

· Products for disposal may be used for research, if consent has been obtained and recorded.

Records

Tank inventories are recorded manually (hard copy) on the relevant form and electronically. 
Implementation of the (Insert name of laboratory informatics software if applicable) application for inventory mapping commenced in (Insert date of software implentation). 

Records for temperature monitoring and cryopreserved inventory are maintained for a minimum of 20 years. Hard copies of records prior to the current year are retained in the archive files.
(Insert list of pertinent references, eg.

FORMS

Tank Product Inventory FORM80

Tank Vial Inventory FORM81

validation studies

HPC Cryopreserved Storage VAL43

MSC Cryopreserved Storage Duration VAL41

References

1. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products.
2. Therapeutic Goods Order No84, Standards for human cardiovascular tissue.

3. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration.

4. NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells. 

5. Australasian Tissue & Biotherapeutics Forum ratified documents.

6. Australian Bone Marrow Donor Registry Guidelines.)
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